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Interim monitoring
Analysis strategy

Procedural: Data Collection/Forms
Data Management

Quality Control
Organization and Administration




circumstances

* First select research objective, then
choose design




Group | on Treatment A

Group Il on Treatment B




Advantages
Simple
Few Assumptions

Valid Comparisons
Can be used in all situations




Group | on Standard TX




* Disadvantages
Power issue

Possible lack of benefit of standard
treatment



Grouplon TXA, Then TXB




* Disadvantages

Assumption of no carryover effect (Particularly
tricky/behavorial intervention)

Stability of disease process
Limits response variable

Can’t use “Cure” or Clinical Event



C

Treatment A & B
Treatment A only

Treatment B only
Neither




Generally low power to detect interaction
Between cell comparisons have fewer numbers
Complexity

Impact on recruitment

Impact on compliance

Can you change 2 behaviors simultaneously?

* Nevertheless, this is an underused design!



« Average of 12 years of follow-up

* Aspirin efficacious for cardiovascular
endpoint - stopped early




11,036 11,035

Malignant
Neoplasm
Cancer

Deaths




 Examples:
public access defibrillators
media comparisons to get people to
act quickly if experience heart attack
symptoms
community smoking cessation, weight
control, exercise.



Effective sample size less than number of
individuals

Statistically outcomes from two people from a
community are correlated (intra class
correlation)

Likely to result in very large number of
individuals

* Different statistical analyses methods required



Does prescribing drug A to
patients with tumors do more
good than harm?




settings than in the laboratory (Weisz et
al, 1992)

 Effectiveness trials evaluate treatments

in the settings where they will be
applied.




« studies in defined populations (phase V)

 demonstration research (phase V)




*Phase lll Comparative
Phase IV Post-Market Surveillance




— Moderate effects

* Disadvantages
— “Hard” endpoints only
— Few secondary questions
— No quality control
— Only common diseases



Masked evaluation key to
minimize bias
Deception not ethical
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